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DETAILED ACTION 



The amendment filed August 28, 2008 have been received and entered into the 
application. 



It is noted that Claims 1-9, 11-14 and 23-40 have been examined only to the 
extent of Applicants' election without traverse of Group II, claims drawn to a method 
for treating or preventing hot flashes in a patient comprising adminsitering to the patient 
in need of such treatment or prevention a therapeutically effective amount of an elected 
species gabapentin enacarbil also known as XP 13512. 

The structure of the elected species is depicted below: 



The rejection of claims 1-17, 19 and 20 under 35 U.S.C. 112, first paragraph is 
hereby expressly withdrawn in view of Applicants' amendment. 

The rejection of claims 1-17, 19 and 20 under 35 U.S.C. 1 03(a) as being 
unpatentable over Guttuso, Jr. (U.S. Patent No. 6,31 0,098 B1 ) in view of R & D Focus 
Drug News (9 Dec. 2002) is being maintained for the reasons stated in the previous 




Action Summary 
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Office Action. However, the rejection is modified in this action to address the newly 
added claims and exclude the canceled claims. 



Response to Arguments 

Applicants' arguments filed August 28, 2008 have been fully considered but they 
are not persuasive. Applicants do not disagree that the STN Database indexing the 
report as accessed does associate "Gabapentin XP" with XP13512 and gabapentin 
enacarbil. However, Applicants argue that this information was not publicly available in 
December 2002, and only appears in the database indexed at the time it was accessed 
by the Examiner. This is not found to be persuasive because as asserted by the 
Applicants that the STN Database teaches Applicants' elected species Gabapentin XP 
as gabapentin enacarbil and this information was reported by R&D Focus Drug News in 
December 9th 2002. This information is clearly stated by STN data base 
IMSDRUGNEWS having AN# 2002:3987. Applicants argue that as of March 31 , 2003, 
the earliest priority date of the instant application, "Gabapentin XP" had not been 
associated with the chemical name "gabapentin enacarbil". Therefore, as of March 31, 
2003, one skilled in the art could not know the chemical structure of "Gabapentin XP" 
based on the R&D Focus Drug News report either alone or in combination with publicly 
disclosed information. This is not found to be persuasive because the chemical 
structure of Gabapentin XP was well known in the art at the time the invention was 
made. It is noted that R&D Focus Drug News report the registry # (RN) of the 
"Gabapentin XP", "gabapentin XP" or "XP 13512" as 478296-72-9. (see R&D Focus 
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Drug News under the chemical name (CN) of Gabapentin enacarbil). This registry # 
was entered in STN on January 7, 2003 as Gabapentin enacarbil also having the 
chemical name as cyclohexaneacetic acid, 1-[[[1-2-methyl-1- 
oxopropoxy)ethoxy]carbonyl]amino]methyl]- with the known chemical structure: 

~\ «EF F OE I IF COPYRIGHT 2008 ACS or STN 
RN REGISTRY 
ED Entered smi 07 Jan 2003 

IN Cyclohexaneacetic acid. I- [ [ [ [1- ('2-SLethyi-l- 

oxopi poxy) et 3on\. -c t INDE - E 

OTHER MAKES : 

CN Gabapentin gaa^il 

Zb £g 13512 
DR 791632-57-0 
£F Cl€ H27 N 06 
01 COM 
SR CA 

LC STX riles: h2Z.t~.M.I.?^.Z ' 9.^.' " r "^"FSAT, *" ' *" f 

IKSDKUSNSWS , IMSRE5ERRCK , IRA, PHAR , BROU5DDR/ \ . 

; ' ; ;/ ■ us fa t full 



c 




** PROPERTY LATA AVAI LABLE IK THE ' PROP ' FORMAT * * 

17 REFERENCES IN FILE CA {2907 TO DATE) 

3 REFERENCES TO SOS-SPECIFIC DERIVATIVES IN FILE CA 
13 REFERENCES IN FILE CAFLUS (1907 TO DATE) 



Therefore, one of ordinary skill in the art at the time the invention was made 
would immediately envision the structure of Gabapentin enacarbil (gabapentin XP or 
XP13512) taught by R&D Focus News because the compound was well known in the 
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art at the time the invention was made as shown in STN registry (above). Thus, the 
claims fail to patentably distinguish over the state of the art as represented by the cited 
references. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-9, 11-14 and 23-40 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Guttuso, Jr. (U.S.Patent No. 6,310,098 B1) of record in view of R & D 
Focus Drug News (9 Dec. 2002). 

Guttuso, Jr. teaches method of treating hot flashes comprising administering 
gabapentin in a male or female, (abstract, columns 7 and 8, Example 2). 

Guttuso, Jr. teaches that hot flashes or flushing occur commonly in menopausal 
women but men may also have hot flashes following androgen deprivation therapy 
(from bilateral orchiectomy or treatment with a gonadotrophin-releasing-hormone 
agonist) for metastatic prostate cancer, (column 1 , lines 15-37). 

Guttuso, Jr. does not expressly teach employment of gabapentin enacarbil for 
the treatment of hot flashes, specific amounts, the specified dosage formulations and 
the crystalline form of the gabapentin enacarbil set forth in claims 29-34. 

R&D Focus Drug News teaches Gabapentin XP (also known as gabapentin 
enacarbil) is a prodrug of gabapentin. R&D Focus Drug News teaches gabapentin 
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enacarbil demonstrated dose-proportional blood levels of active gabapentin, following 
oral administration and it is better absorbed into the colon than gabapentin itself. 

It would have been obvious to one of ordinary skill in the art to employ 
Gabapentin XP for the treatment of hot flashes in men or woman because R&D Focus 
Drug News teaches that Gabapentin XP is a prodrug of gabapentin and because it has 
advantages over gabapentin by exhibiting better absorption into the colon than 
gabapentin. One would have been motivated to make such a modification in order to 
achieve expected benefit of "prodrug" of gabapentin well known to one of ordinary skill 
in the art that converts to active form, i.e. gabapentin in human body. There is a 
reasonable expectation of success in treating hot flashes comprising administering 
Gabapentin XP to men or woman suffering from hot flashes because Gabapentin is 
known in the art by Guttuso, Jr. for having effectiveness in treating hot flashes and 
because Gabapentin XP is a prodrug of Gabapentin converts to Gabapentin in vivo as 
taught by R & D Focus Drug News. The amounts of active agents to be used, the 
pharmaceutical forms, e.g., tablets, etc; mode of administration, flavors, surfactant are 
all deemed obvious since they are all within the knowledge of the skilled pharmacologist 
and represent conventional formulations and modes of administration. With regard to 
the crystalline form of gabapentin enacarbil, such is obvious because given that 
gabapentin compound is taught to be effective in treating hot flashes and that 
gabapentin enacarbil is better absorbed into the colon than gabapentin itself, it would 
have logically followed that compounds structurally similar such as morphological forms 
including crystalline form would also be effective which would have motivated the skilled 
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artisan to select such compounds any morphological forms because the effectiveness of 
treating hot flashes would be retained in any morphological form of gabapentine 
compounds. Accordingly, the instant claims 29-34 are obvious therefrom. Thus, the 
claims fail to patentably distinguish over the state of the art as represented by the cited 
references. 

It is suggested that Applicants submit a declaration to clearly establish a 
surprising and unexpected result using Applicants' teaching. 



None of the claims are allowed. 



THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Communication 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JENNIFER M. KIM whose telephone number is 
(571 )272-0628. The examiner can normally be reached on Monday through Friday 6:30 
am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JENNIFER M KIM/ 

Primary Examiner, Art Unit 1617 
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